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Presentation Overview
¶ UDI Program background including a summary of the program 

objectives and basic requirements

¶ UDI labeling labelingrequirements: what is a UDI, what is a 
labeler, the issuing agencies

¶ Data submission requirements and public access to this data 
through AccessGUDID

¶ UDI compliance dates and general and individual exceptions 
and alternatives to UDI labeling requirements

¶ Additional resources

¶ Questions and Answers
2



Statutes and Regulation
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Unique Identification of 

Products is Not New
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The Unique Device Identification 

Program
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Devices 
201(h) of FD&C 

Act

éinstrument, apparatus, implement, machine, contrivance, 

implant, in vitro reagent, or other similar or related article, 

including a component part, or accessoryé

Commercial

Distribution
21 CFR 807.3(b)

édistribution of a device intended for human use which is 

held or offered for saleé

Applies to devices placed in commercial distribution after 

the applicable compliance date



Objectives of  the Unique Device 

Identification Program
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ñAdequately Identifyò
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Summary of Basic UDI 

Requirements
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Four Steps to a Successful 

UDI Program
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Four Steps to a Successful 

UDI Program
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Four Steps to a Successful 

UDI Program
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Summary of Basic UDI 

Requirements
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Device label and device packages 

must bear a UDI 
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Label
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What is a Unique Device Identifier (UDI)?
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UDI Example
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Required on the device label, packaging 

or, in some cases, on the device itself

Code in plain text and machine 

readable format (AIDC)

UDI = DI + 

PI



Device Identifier (DI)
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ÅMandatory, fixed portion of a UDI that identifies 

the specific version or model of a device and 

the labeler of that device

ÅEntered in GUDID



Production Identifier (PI)
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Device Package
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21



Levels of Packaging
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Shipping Containers are Not Device 

Packages and Do Not Require a UDI
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Direct Marking
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Labeler
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Labeler Examples
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Standards
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UDI regulations require UDIs:

ÅBe issued under a system operated by an FDA-

accredited issuing agency

ÅConform to each of the following international 

standards:
ï ISO/IEC 15459-2

ï ISO/IEC 15459-4 

ï ISO/IEC 15459-6

ÅUse only characters and numbers from the 

invariant character set of ISO/IEC 646



Issuing Agency (IA)
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Creating DIs
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